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A. Patie 0 atio oIz ed
1. Patient identifier |2. Age at time 3. Sex 4. Weight 1. Name {(give iabelad streng
of event:
or 1 day (X)female Lbs #1 TYLENOL Analgesic Unknown
unknown Oate or ®2
In confidence of birth: ( Imale .09 kgs 2. Doss. frequency & route usad
B. Adverse eve or prod proble .
1. X Adverse svent and/or Product problem (s.9., defects/maifunctions) |#1 maternal overdose

T

3. Therapy dates (if unknown, give duration)
tromsto (o¢ best estumate)

LAl 2-3 d prior to mother’s adm

2. Outcomes attributed to advarse event
(check ail that apply)

#2

#2

4. Diagnosis for use (indication)

5. Event abeted after use
stopped or dose reduced

" ()Yes()ﬂo(X)u/A’

5. Describe event or problem

Nedical records from mfr. report #0905668A indicate a
STILLBIRTH delivery in a 25-26 week gestation from a mother
who took 76 grams/day”, 1 gram of unspecified TYLENOL
acetaminophen product every 4hrs x 2-3 days PTA. Mother
also reported heavy use of cocaine (crack & snorting) first
month of pregnancy and use of cocaine & days PTA. Mother
went to ER on 10/13/94 & was given 2 doses of Tylenol 650
mg. Mother was then admitted to hospital on 10/13/94 with
diagnosis of fulminant hepatitis B. On 10/24/94, so
sonography confirmed no fetal cardiac motion x5 minutes.
Later that day, mother spontaneously delivered stiliborn
infant girl. An autopsy on infant was performed and the
cause of DEATH was listed as an intrauterine fetal demise
due to maternat fulminant hepatitis B infection.

( ) disability

(x) death o 419(3"9‘ ¢ ) congenital anomaty #1 maternal overdose

( ) le-threatening ( ) requwed interventon to prevent

. . permanent impairment/damage

(x) nosprakization - initial or prolonged \ 2

() other: 6. Lot # (it known) 7. Exp. date (if known}
3. Date of svent 4. Date of this report 21 Unknown ” Unknown
10/24/94 04/01/99 22 #2
trordayliyr) (ro/daylyr)

#2 () Yes ( ) Ko C > N/A

8. Event resppesred after
reintroduction

£ () Yes () No (X) M/Aﬁ

9. NOC # - for product probtems only (if known)

#2 () Yes () No () w/A

10. C itant medical prodk and therapy dates {exclude treatment of event)

6. Relevant tests/laboratory dats, including dates
10/13/94 (2000): mother’s acetaminophen levelzS (1650 last
acetaminophen dose), 10/13/94 mother’s drug screen positive
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for cocaine.
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1. Contsct otfice - name/address (& mfring site for devices) |2. Phone number
McNeil Consumer Heslthc 215-273-7820
:oe:;cal At fa::s d 3. Report source

Camp Hill Roa {check all that apply}
Ft. Washington, PA %ﬁ 0 9 ]999 ¢ ) foreign
’ () study
ADVERSE EVEN[REPOHT[NG SYSTEM () litersture
( ) consumer
heaith
4. Date d by manufe 5. (x) oprotessional
{mo/dayiw)
03/29/99 {A) NDA # 19-872 { ) user facility

6. If IND, protocol # iINO ¢ )

PLA# ) vceogmrmative
pre-1938 ( ) Yes { ) distributor

7. Type of report orc ( ) other:

{check ali that apply) product X) Yes

( ) S-day (X)'5-day
¢ ) 10-day ( )periodic
(X) Initial ( )follow-up #

9. Mfr. report number

1152014

7. Other relevant history, including preexisting medicsi conditions {e.9.. allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, stc.}

9/23/94 mother hepatitis 8 (+), mother reports heavy use of
cocaine during first month of pregnancy :

E. Initial reporter
1. Name, address & phone #

8. Advarse event term(s)

STILLBIRTH

DEATH

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.
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